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Device Description- 4 Modalities 

1 

Capacitive Coupling (CC), in which a pair of 
electrodes are placed on the skin such that a 
current can be driven across that target site 

Pulsed Electromagnetic Field (PEMF), 
in which a modulated electromagnetic 
field is generated near the treatment 
site through an external coil 

Combined Magnetic Fields (CMF), in 
which a coil generates a combination of a 
static and pulsed magnetic fields near 
the treatment site 

Low Intensity Pulsed Ultrasound (LIPUS), in 
which pulsed ultrasonic signals are generated 
using ultrasonic transducers 
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Intended Use 

• Promote osteogenesis as an adjunct to primary treatments for fracture 
fixation and spinal fusion or as a treatment for established nonunions or 
failed fusions 



 

     
 

 

    
  

Indications for Use 

• Non-invasive BGSs have been approved under the following general 
category of indications: 

– Treatment of an established non-union secondary to trauma 
– Adjunctive treatment of certain fresh fractures 
– Treatment of congenital pseudarthrosis 
– As an adjunct to cervical fusion surgery in patients at high risk for non-fusion 
– As an adjunct to lumbar spinal fusion surgery at 1 or 2 levels 
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Rationale for Proposed Reclassification 
• CDRH 2014-2015 strategic priority “Strike the Right Balance Between Premarket and 

Postmarket Data Collection” 

– All active PMAs prior to 2010 were retrospectively reviewed to determine if certain devices 
would qualify for reclassification based on our current understanding of the technology. 

– On April 29, 2015, FDA published a document in the Federal Register identifying LOF and 
LPQ product codes as candidates for re-classification (80 FR 23798). 

• FDA’s understanding of the safety and effectiveness of the approved devices, and the 
knowledge gained from the FDA 2006 Panel Meeting have all been factored into this 
recommendation. 

• Proposed reclassification order was issued on August 17, 2020, and is available at 
https://www.federalregister.gov/documents/2020/08/17/2020-17543/physical-medicine-
devices-reclassification-of-non-invasive-bone-growth-stimulators. Comments on the proposed 
order can be submitted through October 16, 2020. 
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Background: FDA June 2, 2006 Panel Meeting 
• On February 9, 2005, FDA received a citizen’s petition from RS Medical 

Corporation to reclassify certain non-invasive BGS devices. Ultrasound 
based devices and certain indications were outside of the scope of this 
request. 

• FDA June 2, 2006 Panel Meeting 
– Reviewed information provided by the petitioner 
– Identified the following risks to health: electrical shock, burn, skin irritation, and/or 

allergic reaction, adverse interaction with electrical implants and internal/external 
fixation devices, and biological risks 

– Determined there was insufficient understanding of waveform characteristics and 
clinical response to treatment 9 



 

 
       

      
  

   
    

Background: FDA June 2, 2006 Panel Meeting (Cont’d) 

• 2006 Panel Recommendation 
– Clinical data and/or special controls needed to control for risk of inconsistent or 

ineffective treatment 
– As adequate special controls addressing the need for clinical evidence were not 

devised by the petitioner, the Panel recommended retaining the Class III 
classification 

– FDA concurred with the recommendation, and had concerns with the petitioner’s 
proposed special controls to control the risks of inconsistent or ineffective 
treatment 
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